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MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES

CERTIFICATE OF NEED (CON) REVIEW STANDARDS
FOR CARDIAC CATHETERIZATION SERVICES

(By authority conferred on the CON Commission by Section 22215 of Act No. 368 of the Public Acts of
1978, as amended, and sections 7 and 8 of Act No. 306 of the Public Acts of 1969, as amended, being
sections 333.22215, 24.207 and 24.208 of the Michigan Compiled Laws.)

Section 1. Applicability

Sec. 1. (1) These standards are requirements for approval of the initiation, replacement, expansion,
or acquisition of cardiac catheterization services, and the delivery of these services under Part 222 of the
Code. Pursuantto Part 222 of the Code, cardiac catheterization services are a covered clinical service.
The Department shall use these standards in applying Section 22225(1) of the Code, being Section
333.22225(1) of the Michigan Compiled Laws and Section 22225(2)(c) of the Code, being Section
333.22225(2)(c) of the Michigan Compiled Laws.

Section 2. Definitions

Sec. 2. (1) For purposes of these standards:

(&) “Adult cardiac catheterization service” means providing cardiac catheterization services on an
organized, regular basis to patients age 18 and above, and for electrophysiology procedures to patients
age 15 and older.

(b) “APPLICANT” MEANS ONE OF THE FOLLOWING TYPES OF FACILITIES:

(i)  AMBULATORY SURGICAL CENTER (ASC) WHICH IS DEFINED AS ANY DISTINCT ENTITY
CERTIFIED BY MEDICARE AS AN ASC UNDER THE PROVISIONS OF TITLE 42, PART 416 THAT
OPERATES EXCLUSIVELY FOR THE PURPOSE OF PROVIDING SURGICAL SERVICES TO
PATIENTS NOT REQUIRING HOSPITALIZATION.

(i) FREESTANDING SURGICAL OUTPATIENT FACILITY (FSOF) WHICH IS DEFINED AS A
HEALTH FACILITY LICENSED UNDER PART 208 OF THE CODE. IT DOES NOT INCLUDE A
SURGICAL OUTPATIENT FACILITY OWNED AND OPERATED AS A PART OF A LICENSED
HOSPITAL SITE. A FREESTANDING SURGICAL OUTPATIENT FACILITY IS AHEALTH FACILITY
FOR PURPOSES OF PART 222 OF THE CODE.

(iii) “Hospital* meansWHICH IS DEFINED AS a health facility licensed under Part 215 of the Code.

(bc) "Cardiac catheterization laboratory" or "laboratory" means an individual radiological room
equipped with a variety of x-ray machines and devices such as electronic image intensifiers and digital
subtraction units to assist in performing diagnostic or therapeutic cardiac catheterizations or
electrophysiology studies.

(ed) "Cardiac catheterization procedure" means any cardiac procedure, including diagnostic,
therapeutic, and electrophysiology studies, performed on a patient during a single session in a laboratory.
Cardiac catheterization is a medical diagnostic or therapeutic procedure during which a catheter is
inserted into a vein or artery in a patient; subsequently the free end of the catheter is manipulated by a
physician to travel along the course of the blood vessel into the chambers or vessels of the heart. X-rays
and an electronic image intensifier are used as aides in placing the catheter tip in the desired position.
When the catheter is in place, the physician is able to perform various diagnostic studies and/or
therapeutic procedures in the heart. This term does not include "float catheters" that are performed at the
bedside or in settings outside the laboratory or the implantation of cardiac permanent pacemakers and
implantable cardioverter defibrillators (ICD) devices that are performed in an interventional radiology
laboratory or operating room in a licensed hospital and has diagnostic cardiac catheterization con
approval.
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(de) "Cardiac catheterization service" means the provision of one or more of the following types of
procedures: adult diagnostic cardiac catheterizations; adult therapeutic cardiac catheterizations; and
pediatric/congenital cardiac catheterizations.

(ef) “Cardiac catheterization session” means a continuous time period during which a patient may
undergo one or more diagnostic or therapeutic cardiac or peripheral procedures in a cardiac
catheterization laboratory. The term session applies to both adult and pediatric/congenital
catheterizations.

(fa) “CARDIAC IMPLANTABLE ELECTRONIC DEVICE (CIED) PROCEDURE” MEANS
IMPLANTATION OF TRANSVENOUS SINGLE AND DUAL CHAMBER PACEMAKER, TRANSVENOUS
SINGLE AND DUAL CHAMBER IMPLANTABLE CARDIOVERTER DEFIBRILLATORS (ICDS), AND ALL
GENERATOR CHANGES.

(gh) "Certificate of Need Commission" or "Commission" means the Commission created pursuant to
Section 22211 of the Code, being Section 333.22211 of the Michigan Compiled Laws.

(g) "Code" means Act No. 368 of the Public Acts of 1978, as amended, being Section 333.1101 et
sed. of the Michigan Compiled Laws.

(h])) “Complex therapeutic session” means a continuous time period during which a patient undergoes
one or more of the following procedures:

(i) PCI for chronic total occlusion

(i) TAVR, mitral/pulmonary/tricuspid valve repair or replacement, paravalvular leak closure

(iii) ablation for atrial fibrillation (AF) or ventricular tachycardia (VT), pacemaker or ICD lead
extraction

(k) "Department" means the Michigan Department of Health and Human Services (MDHHS).

() “Diagnostic cardiac catheterization procedure” includes right heart catheterization, left heart
catheterization, coronary angiography, coronary artery bypass graft angiography, intracoronary
administration of drugs, fractional flow reserve (FFR), intra-coronary imaging such as intravascular
ultrasound (IVUS), optical coherence tomography (OCT), or near-infrared spectroscopy (NIRS) when
performed without a therapeutic procedure, cardiac biopsy, intra-cardiac echocardiography, and
electrophysiology study.

(km) "Diagnostic cardiac catheterization service" means providing diagnostic cardiac catheterization
procedures on an organized, regular basis in a laboratory to diagnose anatomical and/or physiological
problems in the heart. A hospital that provides diagnostic cardiac catheterization services may also
perform permanent pacemaker and ICD implantation (therapeutic procedures).

(In) “Diagnostic cardiac catheterization session” means a continuous time period during which a
patient may undergo one or more diagnostic cardiac catheterization procedures.

(mo) “Diagnostic peripheral procedure” includes angiography or hemodynamic measurements in the
arterial or venous circulation (excluding the heart).

(ap) “Diagnostic peripheral session” means a continuous time period during which a patient may
undergo one or more diagnostic peripheral procedures in a cardiac catheterization laboratory.

(eq) “Elective percutaneous coronary intervention (PCIl)” means a PCI procedure performed on a non-
emergent basis.

(pr) “Elective PCI services without on-site open heart surgery (OHS)” means performing PCI on an
organized, regular basis in a hospital having a diagnostic cardiac catheterization service and a primary
PCI service but not having OHS on-site and adhering to patient selection as outlined in the
SCAI/ACC/AHA Expert Consensus Document: 2014 Update on PCI Without On-Site Surgical Backup
and published in Circulation 2014, 129:2610-2626 and its update or further guideline changes. A hospital
that provides elective PCI without on-site OHS may also perform right-sided cardiac ablation procedures
including right atrial flutter, AV reentry, AV node reentry, right atrial tachycardia, and AV node ablation.

(gs) "Electrophysiology study" means a study of the electrical conduction activity of the heart and
characterization of atrial and ventricular arrhythmias obtained by means of a cardiac catheterization
procedure. The term also includes the implantation of permanent pacemakers and ICD devices.

() “‘EXCESS PROCEDURE EQUIVALENTS” MEANS THE NUMBER OF PROCEDURE
EQUIVALENTS PERFORMED BY AN EXISTING CARDIAC CATHETERIZATION SERVICE IN EXCESS
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OF 1200 PER CARDIAC CATHETERIZATION LABORATORY AND 300 PCI SESSIONS (810
PROCEDURE EQUIVALENTS) PER SERVICE. THE NUMBER OF CARDIAC CATHETERIZATION
LABORATORIES USED TO COMPUTE EXCESS PROCEDURE EQUIVALENTS SHALL INCLUDE
BOTH EXISTING AND APPROVED BUT NOT YET OPERATIONAL CARDIAC CATHETERIZATION
LABORATORIES. IN THE CASE OF A CARDIAC CATHETERIZATION SERVICE THAT OPERATES
OR HAS A VALID CON TO OPERATE MORE THAN ONE LABORATORY AT THE SAME SITE, THE
TERM MEANS NUMBER OF PROCEDURE EQUIVALENTS IN EXCESS OF 1200 MULTIPLIED BY THE
NUMBER OF CARDIAC CATHETERIZATION LABORATORIES AT THE SAME SITE. FOR EXAMPLE,
IF A CARDIAC CATHETERIZATION SERVICE OPERATES, OR HAS A VALID CON TO OPERATE, 2
CARDIAC CATHETERIZATION LABORATORIES AT THE SAME SITE, THE EXCESS PROCEDURE
EQUIVALENTS IS THE NUMBER THAT IS IN EXCESS OF 2400 PROCEDURE EQUIVALENTS AND IN
EXCESS OF 300 PCI SESSIONS (810 PROCEDURE EQUIVALENTS).

(su) "Medicaid" means title XIX of the social security act, chapter 531, 49 Stat. 620, 42 U.S.C. 1396 to
13969 and1396i to 1396u.

(tv) "Pediatric/congenital cardiac catheterization service" means providing cardiac and
electrophysiology catheterization services on an organized, regular basis to infants and children ages 18
and below and patients born with congenital heart disease.

(ux) “Percutaneous coronary intervention” (PCl) means a therapeutic cardiac catheterization
procedure to resolve anatomic and/or physiologic problems in the coronary arteries of the heart. A PCI
session may include several procedures including balloon angioplasty, atherectomy, laser, stent
implantation and thrombectomy. The term does not include the intracoronary administration of drugs,
FFR or IVUS where these are the only procedures performed.

(vy) “Peripheral catheterization session” means a continuous time period during which a patient may
undergo one or more diagnostic or therapeutic procedures in the arterial or venous circulation (excluding
the heart) when performed in a cardiac catheterization laboratory.

(wz) “Primary percutaneous coronary intervention (PCl)” means a PCI performed on an emergent
basis on a patient with ST-Segment elevation, new left bundle branch block, ECG evidence of true
posterior MI, or cardiogenic shock.

(xaa) “Primary PCI service without on-site OHS” means performing primary PCI on an emergent basis
in a hospital having a diagnostic cardiac catheterization service. A hospital that provides primary PCI
without on-site OHS may also perform right-sided cardiac ablation procedures including right atrial flutter,
AV reentry, AV node reentry, right atrial tachycardia, and AV node ablation.

(ybb) "Procedure equivalent" means a unit of measure that reflects the relative average length of time
one patient spends in one session in a cardiac catheterization laboratory based on the type of procedures
being performed. If a diagnostic and therapeutic procedure is performed in the same session, the higher
procedure equivalent weighting will be used to evaluate utilization.

(zcc) “Structural heart procedure” means a therapeutic cardiac catheterization procedure to resolve
anatomic and/or physiologic problems of the heart valves or chambers. Procedures include: balloon
valvuloplasty, balloon atrial septostomy, transcatheter valve repair, transcatheter valve implantation,
paravalvular leak closure, left atrial appendage occlusion, PFO/ASD/VSD/PDA closure, alcohol ablation
of cardiac tissue, embolization of coronary fistulae and abnormal vascular connections in the heart.
(2add) "Therapeutic cardiac catheterization service" means providing therapeutic cardiac
catheterizations on an organized, regular basis in a laboratory to treat and resolve anatomical and/or
physiological problems in the heart.

(bbee) “Therapeutic cardiac catheterization session” may include: PCI (elective, emergent),
pericardiocentesis, permanent pacemaker implantation, ICD implantation (endovascular or
subcutaneous), pacemaker or ICD generator change, pacemaker or ICD lead revision, cardiac ablation,
and/or structural heart procedure. This also includes implantation of a circulatory support device such as
IABP, Impella, ECMO or TandemHeart where this is the only therapeutic procedure. when PCl is
performed in more than one coronary artery during the same setting, this is counted as one session.
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(ecff) “Therapeutic peripheral procedure” means a therapeutic catheterization procedure to resolve
anatomic and/or physiologic problems in the arterial or venous circulation (excluding the heart).
Procedures may include percutaneous transluminal angioplasty (PTA), atherectomy, drug eluting balloon,
laser, stent implantation, IVC filter implantation or retrieval, catheter-directed ultrasound/thrombolysis, and
thrombectomy.

(ddaga) “Therapeutic peripheral session” means a continuous time period during which a patient may
undergo one or more therapeutic peripheral procedures in a cardiac catheterization laboratory.

(eehh) “Therapeutic pediatric/congenital cardiac catheterization session” may include: structural heart
procedure (as listed above), pulmonary artery angioplasty/stent implantation, pulmonary valve
perforation, angioplasty/stent implantation for aortic coarctation, cardiac ablation, pacemaker/ICD
implantation, and PCI.

(2) Terms defined in the Code have the same meanings when used in these standards.
Section 3. Requirements to initiate cardiac catheterization services

Sec. 3. An applicant hospital proposing to initiate cardiac catheterization services shall demonstrate
the following, as applicable to the proposed project.

(1) An applicant hospital proposing to initiate an adult diagnostic cardiac catheterization service shall
demonstrate the following as applicable to the proposed project:

(&) An applicant hospital proposing to initiate a diagnostic cardiac catheterization service with a
single laboratory in a rural or micropolitan statistical area county shall project a minimum of 500
procedure equivalents including 300 procedure equivalents in the category of diagnostic cardiac
catheterization procedures based on data from the most recent 12-month period preceding the date the
application was submitted to the Department.

(b) An applicant hospital proposing to initiate a diagnostic cardiac catheterization service with a
single laboratory in a metropolitan statistical area county shall project a minimum of 750 procedure
equivalents that includes 300 procedure equivalents in the category of diagnostic cardiac catheterization
procedures based on data from the most recent 12-month period preceding the date the application was
submitted to the Department.

(c) An applicant hospital proposing to initiate a diagnostic cardiac catheterization service with two or
more laboratories shall project a minimum of 1,000 procedure equivalents per laboratory that includes
300 procedure equivalents in the category of diagnostic cardiac catheterization procedures based on data
from the most recent 12-month period preceding the date the application was submitted to the
Department.

(2) An applicant hospital proposing to initiate an adult therapeutic cardiac catheterization service
shall demonstrate the following:

(&) The applicant hospital provides, is approved to provide, or has applied to provide adult diagnostic
cardiac catheterization services at the hospital. The applicant hospital must be approved for adult
diagnostic cardiac catheterization services in order to be approved for adult therapeutic cardiac
catheterization services.

(b) An applicant hospital operating an adult diagnostic cardiac catheterization service has performed
a minimum of 300 procedure equivalents in the category of adult diagnostic cardiac catheterizations
during the most recent 12-month period preceding the date the application was submitted to the
Department if the service has been in operation more than 24 months.

(c) The applicant hospital has applied to provide adult OHS services at the hospital. The applicant
hospital must be approved for an adult OHS service in order to be approved for an adult therapeutic
cardiac catheterization service.

(d) The applicant hospital shall project a minimum of 300 procedure equivalents in the category of
adult therapeutic cardiac catheterizations based on data from the most recent 12-month period preceding
the date the application was submitted to the Department.
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(3) An applicant hospital proposing to initiate a pediatric/congenital cardiac catheterization service
shall demonstrate the following:

(@) The applicant hospital has a board certified pediatric cardiologist with training in
pediatric/congenital catheterization procedures to direct the pediatric catheterization laboratory.

(b) The applicant hospital has standardized biplane equipment as defined in the most current
American Academy of Pediatrics (AAP) and American College of Cardiology Foundation (ACCF)/Society
for Cardiovascular Angiography and Interventions (SCAI) guidelines for pediatric cardiovascular centers.

(c) The applicant hospital has on-site pediatric and neonatal ICU as outlined in the most current AAP
and ACCF/SCAI guidelines above.

(d) The applicant hospital has applied to provide pediatric OHS services at the hospital. The
applicant hospital must be approved for a pediatric OHS service in order to be approved for
pediatric/congenital cardiac catheterization services.

(e) The applicant hospital has on-site pediatric extracorporeal membrane oxygenation (ECMO)
capability as outlined in the most current ACCF/SCAI guidelines.

(f) A pediatric/congenital cardiac catheterization service shall have a quality assurance plan as
outlined in the most current ACCF/SCAI guidelines.

(g) The applicant hospital shall project a minimum of 600 procedure equivalents in the category of
pediatric/congenital cardiac catheterizations based on data from the most recent 12-month period
preceding the date the application was submitted to the Department.

Section 4. Requirements to initiate primary or elective PCI Services without on-site OHS services

Sec. 4. An applicant hespital-proposing to initiate primary or elective PCI services without on-site OHS
services shall demonstrate the following, AS APPLICABLE:

(1) AN APPLICANT HOSPITAL PROPOSING TO INITIATE PRIMARY OR ELECTIVE PCI
WITHOUT ON-SITE OHS SERVICES SHALL DEMONSTRATE THE FOLLOWING:

(a) The applicant hospital operates an adult diagnostic cardiac catheterization service THAT IS IN
FULL COMPLIANCE WITH SECTION 10(4)(a) OF THESE STANDARDS thaphasee#emte&ermwmem

eathetehzatlehrpreeedu%e&dunng the most recent 12 months precedlng the date the appllcatlon was
submitted to the Department.

(2b) The applicant hospital has at least two interventional cardiologists to perform the PCI procedures
and each cardiologist has performed at least 50 PCI sessions annually as the primary operator during the
most recent 24-month period preceding the date the application was submitted to the Department.

(3¢c) The nursing and technical catheterization laboratory staff:- are experienced in handling acutely ill
patients and comfortable with interventional equipment; have acquired experience in dedicated
interventional laboratories at an OHS hospital; and participate in an un-interrupted 24-hour, 365-day call
schedule. Competency shall be documented annually.

(4d) The laboratory or laboratories are equipped with optimal imaging systems, resuscitative
equipment, and intra-aortic balloon pump (IABP) support, and stocked with a broad array of interventional
equipment.

(5e) The cardiac care unit nurses are adept in hemodynamic monitoring and IABP management.
Competency shall be documented annually.

(6f) A written agreement with an OHS hospital that includes all of the following:
(al) Involvement in credentialing criteria and recommendations for physicians approved to perform
PCI procedures.
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(ki) Provision for ongoing cross-training for professional and technical staff involved in the provision of
PCI to ensure familiarity with interventional equipment. Competency shall be documented annually.

(eii)) Provision for ongoing cross training for emergency department, catheterization laboratory, and
critical care unit staff to ensure experience in handling the high acuity status of PCI patient candidates.
Competency shall be documented annually.

(eiv) Regularly held joint cardiology/cardiac surgery conferences to include review of all PCI cases.

(ev) Development and ongoing review of patient selection criteria for PCI patients and implementation
of those criteria.

(fvi) A mechanism to provide for appropriate patient transfers between facilities and an agreed plan for
prompt care.

(gvi) Written protocols, signed by the applicant hospital and the OHS hospital, for the immediate
transfer within 60 minutes travel time from the cardiac catheterization laboratory to evaluation on site in
the OHS hospital, of patients requiring surgical evaluation and/or intervention 365 days a year. If the
applicant hospital meets the requirements of subsection (13)(c), then the OHS hospital can be more than
60 minutes travel time from the proposed site. The protocols shall be reviewed and tested on a quarterly
basis.

(hvill) Consultation on facilities, equipment, staffing, ancillary services, and policies and procedures for
the provision of interventional procedures.

(#g) A written protocol must be established and maintained for case selection for the performance of
PCI.

(8h) A system to ensure prompt and efficient identification of potential primary PCI patients and rapid
transfer from the emergency department to the cardiac catheterization laboratory must be developed and
maintained so that door-to-balloon targets are met.

(91) At least two physicians credentialed to perform PCI must commit to functioning as a coordinated
group willing and able to provide this service at the hospital on a 24-hour per day, 365 day per year call
schedule, with ability to be on-site and available to operate within 30 minutes of identifying the need for
primary PCI. These physicians must be credentialed at the facility and actively collaborate with
administrative and clinical staff in establishing and implementing protocols, call schedules, and quality
assurance procedures pertaining to PCI designed to meet the requirements for this certification and in
keeping with the current guidelines for the provision of PCI without on-site OHS services promulgated by
the American College of Cardiology and American Heart Association.

(29)) The applicant hospital shall participate in a data registry administered by the Department or its
designee as a means to measure quality and risk adjusted outcomes within PCI services without on-site
OHS services, and the applicant hospital shall identify a physician point of contact for the data registry.

(32k) Cath lab facility requirements and collaborative cardiologists-heart surgeon relationship
requirements shall conform to all SCAI/ACC Guidelines for PCI Services Without On-Site OHS including
the SCAI/ACC/AHA Expert Consensus Document. The applicant hospital shall be liable for the cost of
demonstrating compliance with these criteria in their application.

(22) The applicant hospital shall project the following based on data from the most recent 12-month
period preceding the date the application was submitted to the Department, as applicable.
(ai) If the applicant hospital is applying for a primary PCI service without open heart surgery, the
applicant hospital shall project a minimum of 36 primary PCI procedures per year.
(ki) If the applicant hospital is applying for an elective PCI service without on-site OHS, the applicant
hospital shall project a minimum of 200 PCI procedures per year.

(33m) If the applicant hospital is applying for an elective PCI service without on-site OHS, the applicant
hospital also shall demonstrate the following:
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(al) The applicant hospital operated a primary PCI service for at least one year prior to the date of
application.

(bii) The applicant hospital submitted data to a data registry administered by the Department or its
designee and been found to have acceptable performance as compared to the registry benchmarks for
the most recent 12 months prior to the date of application.

(eii) If the applicant hospital was not approved as a primary PCI service prior to September 14, 2015,
then, in addition, the applicant hospital shall demonstrate that there is no PCl or OHS service within 60
radius miles or 60 minutes travel time from the proposed site.

(24n) If the applicant hospital is currently providing OHS services and therapeutic cardiac
catheterization services and is proposing to discontinue OHS services and therapeutic cardiac
catheterization services, then the applicant hospital shall apply to initiate primary or elective PCI services
without on-site OHS using this section. The applicant hospital shall demonstrate all of the requirements
in this section except for subsection (13) and is subject to all requirements in Section 10.

(2) AN APPLICANT FSOF PROPOSING TO INITIATE DIAGNOSTIC CARDIAC
CATHETERIZATION AND ELECTIVE PCI SHALL DEMONSTRATE THE FOLLOWING:

(a) THE APPLICANT HAS IDENTIFIED AT LEAST ONE INTERVENTIONAL CARDIOLOGIST TO
PERFORM THE DIAGNOSTIC CARDIAC CATHETERIZATIONS AND PClI PROCEDURES WHO HAS
PERFORMED AT LEAST 50 PCI SESSIONS ANNUALLY AS THE PRIMARY OPERATOR DURING THE
MOST RECENT 24-MONTH PERIOD PRECEDING THE DATE THIS APPLICATION WAS SUBMITTED
TO THE DEPARTMENT. THE INTERVENTIONAL CARDIOLOGIST SHALL HAVE COMPLETED AN
INTERVENTIONAL CARDIOLOGY FELLOWSHIP TRAINING PROGRAM, BE BOARD CERTIFIED IN
INTERVENTIONAL CARDIOLOGY, HAVE PERFORMED A TOTAL OF AT LEAST 250 PCI SESSIONS
AS THE PRIMARY OPERATOR, AND HAVE A MINIMUM OF 2 YEARS EXPERIENCE AT AN
ATTENDING LEVEL.

(b) THE APPLICANT HAS IDENTIFIED NURSING AND TECHNICAL CATHETERIZATION
LABORATORY STAFF THAT ARE EXPERIENCED IN HANDLING ACUTELY ILL PATIENTS AND
COMFORTABLE WITH INTERVENTIONAL EQUIPMENT AND HAVE ACQUIRED EXPERIENCE IN
DEDICATED INTERVENTIONAL LABORATORIES AT AN OHS HOSPITAL. COMPETENCY SHALL BE
DOCUMENTED ANNUALLY.

(c) THE APPLICANT HAS IDENTIFIED CARDIAC CARE UNIT NURSES WHO ARE ADEPT IN
HEMODYNAMIC MONITORING AND IABP MANAGEMENT. COMPETENCY SHALL BE
DOCUMENTED ANNUALLY.

(d) THE LABORATORY OR LABORATORIES WILL BE EQUIPPED WITH OPTIMAL IMAGING
SYSTEMS, RESUSCITATIVE EQUIPMENT, AND INTRA-AORTIC BALLOON PUMP (IABP) SUPPORT,
AND STOCKED WITH A BROAD ARRAY OF INTERVENTIONAL EQUIPMENT. THE LABORATORIES
WILL BE EQUIPPED WITH SYSTEMS FOR ASSESSING HEMODYNAMIC SIGNIFICANCE OF
CORONARY LESIONS (I.E., FFR, IFR, OR OTHER) AND INTRACORONARY IMAGING TECHNOLOGY
(LE., IVUS OR OCT) FOR ENSURING PCI OPTIMIZATION.

(e) AWRITTEN AGREEMENT WITH AN OHS HOSPITAL THAT IS WITHIN 30 MINUTES TRAVEL
TIME THAT INCLUDES ALL OF THE FOLLOWING:

(i) INVOLVEMENT IN CREDENTIALING CRITERIA AND RECOMMENDATIONS FOR
PHYSICIANS APPROVED TO PERFORM PCI PROCEDURES.

(i) PROVISION FOR ONGOING CROSS-TRAINING FOR PROFESSIONAL AND TECHNICAL
STAFE INVOLVED IN THE PROVISION OF PCI TO ENSURE FAMILIARITY WITH INTERVENTIONAL
EQUIPMENT. COMPETENCY SHALL BE DOCUMENTED ANNUALLY.

(i) REGULARLY HELD JOINT CARDIOLOGY/CATHETERIZATION LABORATORY
CONFERENCES TO INCLUDE REVIEW OF PCI CASES.

(iv) DEVELOPMENT AND ONGOING REVIEW OF PATIENT SELECTION CRITERIA FOR PCI
PATIENTS AND IMPLEMENTATION OF THOSE CRITERIA.

(v) A MECHANISM TO PROVIDE FOR APPROPRIATE PATIENT TRANSFERS BETWEEN
FACILITIES AND AN AGREED PLAN FOR PROMPT CARE.
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(vi) WRITTEN PROTOCOLS, SIGNED BY THE APPLICANT AND THE OHS HOSPITAL, FOR THE
IMMEDIATE TRANSFER FROM THE CARDIAC CATHETERIZATION LABORATORY TO EVALUATION
ON SITE IN THE OHS HOSPITAL, OF PATIENTS REQUIRING SURGICAL EVALUATION AND/OR
INTERVENTION 365 DAYS A YEAR. THE PROTOCOLS SHALL BE REVIEWED AND TESTED ON A
QUARTERLY BASIS.

(vii) CONSULTATION ON FACILITIES, EQUIPMENT, STAFFING, ANCILLARY SERVICES, AND
POLICIES AND PROCEDURES FOR THE PROVISION OF INTERVENTIONAL PROCEDURES.

() AWRITTEN PROTOCOL SHALL BE ESTABLISHED AND MAINTAINED FOR CASE
SELECTION FOR THE PERFORMANCE OF PCI CONSISTENT WITH THE CASE SELECTION
CRITERIA DOCUMENTED IN THE SCAI POSITION STATEMENT ON THE PERFORMANCE OF
PERCUTANEOUS CORONARY INTERVENTION IN AMBULATORY SURGICAL CENTERS (BOX ET
AL. CATHETER CARDIOVASC INTERV. 2020;1-9).

(g) THE APPLICANT SHALL PARTICIPATE IN A DATA REGISTRY ADMINISTERED BY THE
DEPARTMENT OR ITS DESIGNEE AS A MEANS TO MEASURE QUALITY AND RISK ADJUSTED
OUTCOMES WITHIN PCI SERVICES WITHOUT ON-SITE OHS SERVICES, AND THE APPLICANT
SHALL IDENTIFY A PHYSICIAN POINT OF CONTACT FOR THE DATA REGISTRY.

(h) CATH LAB FACILITY REQUIREMENTS SHALL CONFORM TO THE POSITION STATEMENT
ON THE PERFORMANCE OF PERCUTANEOUS CORONARY INTERVENTION IN AMBULATORY
SURGICAL CENTERS (BOX ET AL. CATHETER CARDIOVASC INTERV. 2020;1-9). THE APPLICANT
SHALL BE LIABLE FOR THE COST OF DEMONSTRATING COMPLIANCE WITH THE PRINCIPLES
DOCUMENTED IN THIS POSITION STATEMENT IN THEIR APPLICATION.

(i) THE APPLICANT SHALL PROJECT THE FOLLOWING BASED ON VERIFIABLE DATA FROM
THE MOST RECENT 12-MONTH PERIOD PRECEDING THE DATE THE APPLICATION WAS
SUBMITTED TO THE DEPARTMENT, AS APPLICABLE:

(i) IF THE APPLICANT IS PROPOSING A SINGLE LAB, AT LEAST 750 PROCEDURE
EQUIVALENTS TOTAL, INCLUDING AT LEAST 540 PROCEDURES EQUIVALENTS FROM ELECTIVE
PCls (200 PCI SESSIONS).

(i) IF THE APPLICANT IS PROPOSING MULTIPLE LABS, AT LEAST 1,000 PROCEDURE
EQUIVALENTS PER LAB, INCLUDING AT LEAST 540 PROCEDURE EQUIVALENTS TOTAL FROM
ELECTIVE PCIs (200 PCI SESSIONS).

() THE APPLICANT SHALL HAVE OR OBTAIN WITHIN 12 MONTHS OF BEGINNING
OPERATIONS AMBULATORY SURGERY CENTER (ASC) CERTIFICATION OR HOSPITAL
OUTPATIENT DEPARTMENT (HOPD) STATUS FROM THE CENTERS FOR MEDICARE AND
MEDICAID SERVICES (CMS). AN APPLICANT THAT DOES NOT CURRENTLY HOLD THE
CERTIFICATION SHALL ATTEST THAT THE CERTIFICATION WIILL BE OBTAINED WITHIN 12
MONTHS OF BEGINNING OPERATIONS.

(3) AN APPLICANT FSOF PROPOSING TO PERFORM CIED PROCEDURES SHALL
DEMONSTRATE ALL OF THE FOLLOWING:

(a) THE FSOF IS APPROVED TO PERFORM DIAGNOSTIC CARDIAC CATHETERIZATION AND
ELECTIVE PCI OR IS APPLYING TO PROVIDE BOTH OF THOSE SERVICES AS A PART OF THIS
APPLICATION.

(b) THE APPLICANT IS LOCATED LESS THAN 30 MINUTES TRAVEL TIME FROM A HOSPITAL
WITH OHS SERVICE.

(c) THE APPLICANT HAS OR WILL HAVE CARDIAC CATHETERIZATION LAB CAPABILITIES
INCLUDING PERICARDIOCENTESIS EQUIPMENT ON SITE.

(d) THE APPLICANT HAS IDENTIFIED AT LEAST ONE PHYSICIAN WHO MEETS ALL OF THE
FOLLOWING:

(i) 1S CARDIOLOGY BOARD CERTIFIED FOR PERMANENT PACEMAKER IMPLANTS;

(i) IS EP BOARD CERTIFIED FOR ICD IMPLANTS;

(i) HAS ACTIVE PRIVILEGES FOR IMPLANTING DEVICES, MODERATE SEDATION, AND
ADMITTING AT THE FERHARY-CARE-HOSPITAL IDENTIFIED IN (3)(b);

(iv) HAS AT LEAST 2 YEARS OF POST-FELLOWSHIP EXPERIENCE AS AN IMPLANTER; AND

(v) HAS IMPLANTED AT LEAST 75 DEVICES AS THE PRIMARY OPERATOR IN THE PREVIOUS
2 YEARS POST FELLOWSHIP TRAINING.
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(e) THE APPLICANT SHALL PROJECT AT LEAST 100 CIED PROCEDURES.

() THE APPLICANT SHALL HAVE OR OBTAIN WITHIN 12 MONTHS OF BEGINNING
OPERATIONS AMBULATORY SURGERY CENTER (ASC) CERTIFICATION OR HOSPITAL
OUTPATIENT DEPARTMENT (HOPD) STATUS FROM THE CENTERS FOR MEDICARE AND
MEDICAID SERVICES (CMS). AN APPLICANT THAT DOES NOT CURRENTLY HOLD THE
CERTIFICATION SHALL ATTEST THAT THE CERTIFICATION WIILL BE OBTAINED WITHIN 12
MONTHS OF BEGINNING OPERATIONS.

Section 5. Requirements to replace an existing cardiac catheterization service or laboratory

Sec. 5. Replacing a cardiac catheterization laboratory means a change in the angiography x-ray
equipment or a relocation of the service to a new site. The term does not include a change in any of the
other equipment or software used in the laboratory. An applicant hespital-proposing to replace a cardiac
catheterization laboratory or service shall demonstrate the following as applicable to the proposed project:

(1) An applicant hespital-proposing to replace cardiac catheterization laboratory equipment shall
demonstrate the following:

(&) The existing laboratory or laboratories to be replaced are fully depreciated according to generally
accepted accounting principles or demonstrates either of the following:

() The existing angiography x-ray equipment to be replaced poses a threat to the safety of the
patients.

(i) The replacement angiography x-ray equipment offers technological improvements that enhance
quality of care, increases efficiency, and reduces operating costs.

(b) The existing angiography x-ray equipment to be replaced will be removed from service on or
before beginning operation of the replacement equipment.

(2) An applicant hospital proposing to replace a cardiac catheterization service to a new site shall
demonstrate the following:

(@) The proposed project is part of an application to replace the entire hospital.

(b) The applicant hospital has performed the following during the most recent 12-month period
preceding the date the application was submitted to the Department as applicable to the proposed
project:

() A minimum of 300 procedure equivalents in the category of adult diagnostic cardiac
catheterization procedures.

(i) A minimum of 300 procedure equivalents in the category of adult therapeutic cardiac
catheterization procedures.

(i) A minimum of 600 procedure equivalents in the category of pediatric/congenital cardiac
catheterization procedures.

(iv) A minimum of 500 procedure equivalents for a hospital in a rural or micropolitan county with one
laboratory.

(v) A minimum of 750 procedure equivalents for a hospital in a metropolitan county with one
laboratory.

(vi) A minimum of 1,000 procedure equivalents per cardiac catheterization laboratory for a hospital
with two or more laboratories.

(c) The existing cardiac catheterization service has been in operation for at least 36 months as of the
date the application has been submitted to the Department.

(3) An applicant hospital proposing to replace a cardiac catheterization service to a new site
simultaneously with an open heart surgery service shall demonstrate the following:

(&) The existing cardiac catheterization service to be replaced has been in operation for at least 36
months as of the date an application is submitted to the Department.

(b) The proposed new site is a hospital that is owned by, is under common control of, or has a
common parent as the applicant hospital.
CON Review Standards for Cardiac Catheterization Services CON-210
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(c) The proposed new site is the same site where the existing OHS service is to be located which is
within the same planning area as the OHS service and within 5 miles of the existing OHS and cardiac
catheterization service if located in a metropolitan statistical area county or within 10 miles of the existing
OHS and cardiac catheterization service if located in a rural or micropolitan statistical area county.

(d) The existing cardiac catheterization service to be relocated performed at least the applicable
minimum number of cardiac catheterization cases set forth in Section 10 as of the date an application is
deemed submitted by the Department.

Section 6. Requirements to expand a cardiac catheterization service

Sec. 6. An applicant hospital-proposing to add a laboratory to an existing cardiac catheterization
service shall demonstrate the following:

(1) The applicant hespital-has performed the following during the most recent 12-month period
preceding the date the application was submitted to the Department as applicable to the proposed
project:

(&) A minimum of 300 procedure equivalents in the category of adult diagnostic cardiac
catheterization procedures.

(b) A minimum of 300 procedure equivalents in the category of adult therapeutic cardiac
catheterization procedures.

(c) A minimum of 600 procedure equivalents in the category of pediatric/congenital cardiac
catheterization procedures.

(d) A MINIMUM OF 540 PROCEDURE EQUIVALENTS IN THE CATEGORY OF PCI
PROCEDURES.

(2) The applicant hespital-has performed a minimum of 1,400 procedure equivalents per existing and
approved laboratories during the most recent 12-month period preceding the date the application was
submitted to the Department.

Section 7. Requirements to acquire a cardiac catheterization service

Sec. 7. Acquiring a cardiac catheterization service and its laboratories means obtaining possession
and control by contract, ownership, lease or other comparable arrangement or renewal of a lease for
existing angiography x-ray equipment. An applicant hespital-proposing to acquire a cardiac
catheterization service or renew a lease for equipment shall demonstrate the following as applicable to
the proposed project:

(1) An applicant hespital-proposing to acquire a cardiac catheterization service shall demonstrate the
following:

(@) The proposed project is part of an application to acquire the entire hospitalFACILITY.

(b) An application for the first acquisition of an existing cardiac catheterization service after February
27, 2012 shall not be required to be in compliance with the applicable volume requirements in Section 10.
The cardiac catheterization service shall be operating at the applicable volumes set forth in the project
delivery requirements in the second 12 months of operation of the service by the applicant hespital-and
annually thereafter.

(c) For any application proposing to acquire an existing cardiac catheterization service, except the
first application approved pursuant to subsection (b), an applicant hespital-shall be required to document
that the cardiac catheterization service to be acquired is operating in compliance with the volume
requirements set forth in section 10 of these standards applicable to an existing cardiac catheterization
service on the date the application is submitted to the Department.

(2) An applicant hespital-proposing to renew a lease for existing angiography x-ray equipment shall
demonstrate the renewal of the lease is more cost effective than replacing the equipment.

CON Review Standards for Cardiac Catheterization Services CON-210
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Section 8. Requirements for a hybrid operating room/cardiac catheterization laboratory (OR/CCL)

Sec. 8. A hybrid OR/CCL means an operating room located on a sterile corridor and equipped with an
angiography system permitting minimally invasive procedures of the heart and blood vessels with full
anesthesia capabilities. An applicant hospital proposing to add one or more hybrid OR/CCLs at an existing
cardiac catheterization service shall demonstrate each of the following:

(1) The applicant hospital operates an OHS service which is in full compliance with the current CON
Review Standards for OHS Services.

(2) The applicant operates a therapeutic cardiac catheterization program which is in full compliance
with Sections 3(2) and 10(4) of these standards.

(3) If the hybrid OR/CCL(s) represents an increase in the number of cardiac catheterization laboratories
at the facility, the applicant hospital is in compliance with Section 6 of these standards.

(4) If the hybrid OR/CCL(s) represents conversion of an existing cardiac catheterization laboratory(s),
the applicant hospital is in compliance with the provisions of Section 5, if applicable.

(5) The applicant hospital meets the applicable requirements of the CON Review Standards for
Surgical Services.

(6) Each case performed in a hybrid OR/CCL shall be included either in the surgical volume or the
therapeutic cardiac catheterization volume of the facility. No case shall be counted more than once.

(7) For each hybrid OR/CCL, a facility shall have 0.5 excluded from its inventory of cardiac
catheterization laboratories for the purposes of computing the procedure equivalents per room. A facility
will not be limited to the number of hybrid ORCCLSs within a single licensed facility.

Section 9. Requirement for Medicaid participation

Sec. 9. An applicant hospital-shall provide verification of Medicaid participation at the time the
application is submitted to the Department. An applicant hespital-that is initiating a new service or is a
new provider not currently enrolled in Medicaid shall certify that proof of Medicaid patrticipation will be
provided to the Department within six (6) months from the offering of services if a CON is approved.

Section 10. Project delivery requirements and terms of approval for all applicants

Sec. 10. An applicant hespital-shall agree that, if approved, the cardiac catheterization service and all
existing and approved laboratories shall be delivered in compliance with the following terms of approval:

(1) Compliance with these standards.

(2) Compliance with the following quality assurance standards:

() Cardiac catheterization procedures shall be performed in a cardiac catheterization laboratory
located-within-a-hespital-and-have THAT HAS within, or immediately available to the room, dedicated
emergency equipment to manage cardiovascular emergencies.

(b) The service shall be staffed with sufficient medical, nursing, technical and other personnel to
permit regular scheduled hours of operation and continuous 24-hour on-call availability.

CON Review Standards for Cardiac Catheterization Services CON-210
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(c) The medical staff and governing body shall receive and review at least annual reports describing
the activities of the cardiac catheterization service including complication rates, morbidity and mortality,
success rates and the number of procedures performed.

(d) Each physician credentialed by a hospital FACILITY to perform diagnostic left-heart
catheterization and/or coronary angiography must perform, as the primary operator, an average of at
least 50 diagnostic cardiac catheterization sessions involving a left-heart catheterization or coronary
angiography per year averaged over the most recent 2 years starting in the second 12 months after being
credentialed. This two-year average will be evaluated on a rolling basis annually thereafter. The annual
case load for a physician means a cardiac catheterization session in which that physician performed, as
the primary operator, at least one left-heart catheterization or coronary angiography, in any combination
of hespitalsFACILITIES. Physicians falling below this volume requirement must be placed on a focused
professional practice evaluation (FPPE) plan, which must include an independent review of all diagnostic
cardiac catheterization sessions by an appropriate designee, to ensure quality outcomes are maintained.
In the event a physician does not perform cardiac catheterization procedures on a temporary or
permanent basis for a period of 3 months or more, the physician diagnostic procedure volume will be
annualized on the 24-month period preceding the absence. When a diagnostic cardiac catheterization
session and ad hoc therapeutic cardiac catheterization session are performed together, diagnostic and
therapeutic sessions are counted separately for the purposes of this subsection. If a physician is doing
right heart only procedures, then they are not required to meet this volume requirement. Physicians who
are credentialed by a hospital to perform adult therapeutic cardiac catheterization procedures are not
required to meet the volume requirement for diagnostic cardiac catheterization sessions.

(e) Each physician credentialed by a hespital FACILITY to perform adult therapeutic cardiac
catheterization procedures shall perform, as the primary operator, an average of at least 50 adult
therapeutic cardiac catheterization sessions per year averaged over the most recent two years starting in
the second 12 months after being credentialed. This two-year average will be evaluated on a rolling basis
annually thereafter. The annual case load for a physician means adult therapeutic cardiac catheterization
sessions performed by that physician in any combination of hespitalsEACILITIES. Physicians falling
below this volume requirement must be placed on a focused professional practice evaluation (FPPE)
plan, which must include an independent review of all therapeutic cardiac catheterization sessions by an
appropriate designee, to ensure quality outcomes are maintained. In the event a physician does not
perform cardiac catheterization procedures on a temporary or permanent basis for a period of 3 months
or more, the physician therapeutic procedure volume will be annualized on the 24-month period
preceding the absence. When a diagnostic cardiac catheterization session and ad hoc therapeutic
cardiac catheterization session are performed together, diagnostic and therapeutic sessions are counted
separately for the purposes of this subsection (this includes interventional cardiologists and
electrophysiologists). For interventional cardiologists, the therapeutic session volume excludes
pacemaker and ICD implantation. For electrophysiologists, pacemaker and ICD implants performed in an
operating room may also be counted toward the physician therapeutic volume.

() Each physician credentialed by a hospital to perform pediatric/congenital cardiac catheterizations
shall perform, as the primary operator, an average of at least 50 pediatric/congenital cardiac
catheterization sessions per year averaged over the most recent 2 years starting in the second 12 months
after being credentialed. This two-year average will be evaluated on a rolling basis annually thereafter.
The annual case load for a physician means pediatric/congenital cardiac catheterization sessions
performed by that physician in any combination of hospitals. Physicians falling below this volume
requirement must be placed on a focused professional practice evaluation (FPPE) plan, which must
include an independent review of all cardiac catheterization sessions by an appropriate designee, to
ensure quality outcomes are maintained. In the event a physician does not perform cardiac
catheterization procedures on a temporary or permanent basis for a period of 3 months or more, the
physician therapeutic procedure volume will be annualized on the 24-month period preceding the
absence.

() EACH PHYSICIAN CREDENTIALED BY AN FSOF TO PERFORM PCI SHALL MEET THE
FOLLOWING CRITERIA:
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() HAS PERFORMED AT LEAST 50 PCI SESSIONS ANNUALLY AS THE PRIMARY OPERATOR
DURING THE MOST RECENT PRECEDING 24 MONTHS;
(i) HAS COMPLETED AN INTERVENTIONAL CARDIOLOGY FELLOWSHIP TRAINING
PROGRAM;
(i) 1S BOARD CERTIFIED IN INTERVENTIONAL CARDIOLOGY;
(iv) HAS PERFORMED A TOTAL OF AT LEAST 250 PCI SESSIONS AS THE PRIMARY
OPERATOR; AND
(v) HAS A MINIMUM OF 2 YEARS EXPERIENCE AT AN ATTENDING LEVEL.
(h) EACH PHYSICIAN CREDENTIALED BY A FSOF TO PERFORM CIED PROCEDURES SHALL
MEET THE FOLLOWING CRITERIA:
() PERFORMED AT LEAST 75 DEVICE IMPLANTS AS THE PRIMARY OPERATOR IN THE
PREVIOUS 24 MONTHS;
(i) HAS AT LEAST 2 YEARS OF POST-FELLOWSHIP EXPERIENCE AS AN IMPLANTER;
(i) 1S CARDIOLOGY BOARD CERTIFIED FOR PERMANENT PACEMAKER IMPLANTS;
(iv) 1S EP BOARD CERTIFIED FOR ICD IMPLANTS; AND
(v) HAS ACTIVE PRIVILEGES FOR IMPLANTING DEVICES, MODERATE SEDATION, AND
ADMITTING AT THE HOSPITAL IDENTIFIED IN SECTION 4(3)(b).
() _An adult diagnostic cardiac catheterization service shall have a minimum of two physicians on its
active hospital-staff meeting the following criteria:
(i) are trained consistent with the recommendations of the American College of Cardiology;
(ii) are credentialed by the hospital FACILITY to perform adult diagnostic cardiac catheterizations;
and
(iii) have performed a minimum of 100 adult diagnostic cardiac catheterization sessions in the
preceding 12 months. The annual case load for a physician means a cardiac catheterization session in
which that physician performed, as the primary operator, at least one diagnostic cardiac catheterization,
in any combination of hespitalsFACILITIES.
(h) An adult therapeutic cardiac catheterization service shall have a minimum of two physicians on its
active hospital staff meeting the following criteria:
(i) are trained consistent with the recommendations of the American College of Cardiology;
(i) are credentialed by the hospital to perform adult therapeutic cardiac catheterizations; and
(iii) have performed a minimum of 50 adult therapeutic cardiac catheterization sessions in the
preceding 12 months. The annual case load for a physician means a cardiac catheterization session in
which that physician performed, as the primary operator, at least one therapeutic cardiac catheterization,
in any combination of hospitals.
(i) A pediatric/congenital cardiac catheterization service shall have at least one physician on its
active hospital staff meeting the following criteria:
() is board certified or board eligible in pediatric cardiology by the American Board of Pediatrics;
(i) is credentialed by the hospital to perform pediatric/congenital cardiac catheterizations; and
(iii) has trained consistently with the recommendations of the American College of Cardiology.
(1) A pediatric/congenital cardiac catheterization service shall maintain a quality assurance plan as
outlined in the most current ACCF/SCAI Guidelines.

(km) A DIAGNOSTIC CARDIAC CATHETERIZATION AND ELECTIVE PCI PROGRAM LOCATED AT
AN FSOF SHALL OBTAIN AMBULATORY SURGERY CENTER (ASC) CERTIFICATION OR HOSPITAL
OUTPATIENT DEPARTMENT (HOPD) STATUS FROM THE CENTERS FOR MEDICARE AND
MEDICAID SERVICES (CMS) WITHIN 12 MONTHS OF BEGINNING OPERATIONS AND SHALL HAVE
AT LEAST ONE INTERVENTIONAL CARDIOLOGIST ON ITS ACTIVE STAFF MEETING THE
FOLLOWING CRITERIA:

(i) HAS PERFORMED AT LEAST 50 PCI SESSIONS ANNUALLY AS THE PRIMARY OPERATOR
DURING THE MOST RECENT 24-MONTH PERIOD;
(i) HAS COMPLETED AN INTERVENTIONAL CARDIOLOGY FELLOWSHIP TRAINING
PROGRAM;
(i) 1S BOARD CERTIFIED IN INTERVENTIONAL CARDIOLOGY;
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(iv) HAS PERFORMED A TOTAL OF AT LEAST 250 PCI SESSIONS AS THE PRIMARY
OPERATOR; AND

(v) HAS A MINIMUM OF 2 YEARS EXPERIENCE AT AN ATTENDING LEVEL.

(n) AN FSOF PERFORMING CIED PROCEDURES SHALL HAVE AT LEAST ONE
ELECTROPHYSIOLOGIST ON ITS ACTIVE STAFF MEETING THE FOLLOWING CRITERIA:

(i) 1S CARDIOLOGY BOARD CERTIFIED FOR PPM IMPLANTS;

(i) 1S EP BOARD CERTIFIED FOR ICD IMPLANTS;

(i) HAS ACTIVE PRIVILEGES FOR IMPLANTING DEVICES, MODERATE SEDATION, AND
ADMITTING AT THE HOSPITAL IDENTIFIED IN SECTION 4(3)(B);

(iv) HAS AT LEAST 2 YEARS OF POST-FELLOWSHIP EXPERIENCE AS AN IMPLANTER; AND

(v) HAS IMPLANTED AT LEAST 75 DEVICES AS THE PRIMARY OPERATOR IN THE PREVIOUS
2 YEARS POST FELLOWSHIP TRAINING.

(0) A cardiac catheterization service shall be directed by an appropriately trained physician. The
Department shall consider appropriate training of the director if the physician is board certified in
cardiology, cardiovascular radiology or cardiology, adult or pediatric, as applicable. The director of an
adult cardiac catheterization service shall have performed at least 100 catheterizations per year during
each of the five preceding years. The Department may accept other evidence that the director is
appropriately trained.

(lp) A cardiac catheterization service shall be operated consistently with the recommendations of the
American College of Cardiology.

(ma) The applicant hespital FACILITY providing therapeutic cardiac catheterization services, primary
PCI services without on-site OHS service, or elective PCI services without on-site OHS service shall
participate with a data registry administered by the Department or its designee that monitors quality and
risk adjusted outcomes.

(3) Compliance with the following access to care requirements:

(@) The service shall accept referrals for cardiac catheterization from all appropriately licensed
practitioners.

(b) The service shall participate in Medicaid at least 12 consecutive months within the first two years
of operation and annually thereafter.

(c) The service shall not deny cardiac catheterization services to any individual based on ability to
pay or source of payment.

(d) The operation of and referral of patients to the cardiac catheterization service shall be in
conformance with 1978 PA 368, Sec. 16221, as amended by 1986 PA 319; MCL 333.1621; MSA 14.15
(16221).

(4) Compliance with the following monitoring and reporting requirements:
(@) The service shall be operating at or above the applicable volumes in the second 12 months of
operation of the service, or an additional laboratory, and annually thereafter:
() 300 procedure equivalents in the category of adult diagnostic cardiac catheterization procedures
FOR A HOSPITAL IN A METROPOLITAN COUNTY.
(i) 150 PROCEDURE EQUIVALENTS IN THE CATEGORY OF ADULT DIAGNOSTIC CARDIAC
CATHETERIZATION PROCEDURES FOR A HOSPITAL IN A RURAL OR MICROPOLITAN COUNTY.
(i) 300 procedure equivalents in the category of adult therapeutic cardiac catheterization
procedures.
(#iv) 600 procedure equivalents in the category of pediatric/congenital cardiac catheterization
procedures.
(iv) 5060-250 procedure equivalents for a hospital in a rural or micropolitan county with one laboratory.
(vi) 750 procedure equivalents for a hospital in a metropolitan county OR AN FSOF with one
laboratory.
(vi) 1,000 procedure equivalents per cardiac catheterization laboratory for two or more laboratories.
(viii) 36 adult primary PCI cases for a primary PCI service without on-site OHS service.
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(viix) 200 adult PCI procedures for an elective PCI service without on-site OHS service LOCATED IN A
HOSPITAL OR ESOF.

(x) 100 CIED PROCEDURES FOR AN FSOF PROVIDING CIED SERVICES.

(b) The applicant hospital-shall participate in a data collection network established and administered
by the Department or its designee. Data may include, but is not limited to, annual budget and cost
information, operating schedules, patient demographics, morbidity and mortality information, and payor.
The Department may verify the data through on-site review of appropriate records.

(c) The applicant hospital providing therapeutic cardiac catheterization services, primary PCI
services without on-site OHS service, or elective PCI services without on-site OHS service shall
participate in a data registry administered by the Department or its designee as a means to measure
quality and risk adjusted outcomes within cardiac catheterization services. The Department or its
designee shall require that the applicant hospital submit summary reports as specified by the Department.
The applicant hospital shall provide the required data in a format established by the Department or its
designee. The applicant hospital shall be liable for the cost of data submission and on-site reviews in
order for the Department to verify and monitor volumes and assure quality. The applicant hospital shall
become a member of the data registry specified by the Department upon initiation of the service and
continue to participate annually thereafter for the life of that service.

(d) Tthe applicant hospital shall provide the department with timely notice of the proposed project
implementation consistent with applicable statute and promulgated rules.

(5) Compliance with the following primary and elective PCI requirements for hospitals FACILITIES
providing therapeutic cardiac catheterization services, primary PCI services without on-site OHS service,
or elective PCI services without on-site OHS service, if applicable:

(@) The requirements set forth in Section 4.

(b) The hospital shall immediately report to the Department any changes in the interventional
cardiologists who perform the primary PCI procedures.

(c) The hospital shall maintain a 90-minute door-to-balloon time or less in at least 75% of the primary
PCI sessions (excluding patients with cardiogenic shock).

(d) The applicant hospital FACILITY shall participate in a data registry administered by the
Department or its designee as a means to measure quality and risk adjusted outcomes within PCI
services by service level. The Department or its designee shall require that the applicant hespital
FACILITY submit all consecutive PCI cases performed within the hespital FEACILITY and meet data
submission timeliness requirements and threshold requirements for PCI data submission, accuracy and
completeness established by a data registry administered by the Department or its designee. The
applicant hespital FACILITY shall provide the required data in a format established by the Department or
its designee. The applicant hespital FACILITY shall be liable for the cost of data submission and on-site
reviews in order for the Department to verify and monitor volumes and assure quality. The applicant
hespital FACILITY shall become a member of the data registry specified by the Department upon
initiation of the service and continue to participate annually thereafter for the life of that service. Ata
minimum, the applicant hespital FACILITY shall report the following AS APPLICABLE:

() the number of patients treated with and without STEMI,

(i) the proportion of PCI patients with emergency CABG or required emergent transfer,

(i) risk and reliability adjusted patient mortality for all PCI patients and a subset of patients with
STEMI,

(iv) PCI appropriate use in elective non-acute Ml cases, and

(v) rates of ad-hoc multi-vessel PCI procedures in the same session.

(e) The applicant hospitalFACILITY shall maintain a physician point of contact for the data registry.

(f) For primary PCI services without on-site OHS service and elective PCI services IN A HOSPITAL
without on-site OHS service, catheterization lab facility requirements and collaborative cardiologists-heart
surgeon relationship requirements shall conform to all SCAI/ACC Guidelines for PCI including the
SCAI/ACC/AHA Expert Consensus Document. The applicant hospital shall be liable for the cost of
demonstrating compliance with these criteria.
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() EOR DIAGNOSTIC CARDIAC CATHETERIZATION AND ELECTIVE PCI SERVICES AT AN
ESOF, CATHETERIZATION LAB FACILITY REQUIREMENTS SHALL CONFORM TO THE POSITION
STATEMENT ON THE PERFORMANCE OF PERCUTANEOUS CORONARY INTERVENTION IN
AMBULATORY SURGICAL CENTERS (BOX ET AL. CATHETER CARDIOVASC INTERV. 2020;1-9).
THE APPLICANT FACILITY SHALL BE LIABLE FOR THE COST OF DEMONSTRATING COMPLIANCE
WITH THE PRINCIPLES DOCUMENTED IN THIS POSITION STATEMENT.

(h) The Department shall use these thresholds and metrics in evaluating compliance: performance
at a level above the 50th percentile of the statewide performance on each metric listed under subsection
(d)(ii) — (v) or another level provided by the data registry designee and accepted by the Department.

(ki) The Department shall notify those hespitals FACILITIES whe-THAT fail to meet any of the
minimally acceptable objective quality metric thresholds including those under subsection (d)(ii) — (v).
The Department shall require these hospitals FACILITIES to:

(i) submit a corrective action plan within one month of notification and

(i) demonstrate that performance has improved to meet or exceed all applicable objective quality
metric thresholds, including those under subsection (d)(ii) — (v), within 12 months of natification.

(i) The applicant hespitatinitiating elective PCI without on-site OHS services, WHETHER IN A
HOSPITAL OR FSOF, shall have Accreditation for Cardiovascular Excellence (ACE) accreditation or an
equivalent body perform an on-site review within 3, 6, and 12 months after implementation. The applicant
hespital-shall submit the summary reports of the on-site review to the Department and maintain on-going
accreditation.

(6) COMPLIANCE WITH ALL OF THE FOLLOWING REQUIREMENTS FOR FSOFS PROVIDING
CIED PROCEDURES:

(a) MAINTAIN A WRITTEN TRANSFER AGREEMENT AND PROTOCOLS WITH THE FERHARY
CARE CENTERHOSPITAL IDENTIFIED IN SECTION 4(3)(b).

(b) MAINTAIN CARDIAC CATH LAB CAPABILITIES INCLUDING PERICARDIOCENTESIS
EQUIPMENT ON SITE.

(c) REPORT ACUTE OUTCOMES OF PROCEDURES TO A REGISTRY IDENTIFIED BY THE
DEPARTMENT.

(d) MAINTAIN DEVICE FOLLOW UP PROTOCOLS.

(7) _Nothing in this section prohibits the Department from taking compliance action under MCL
333.22247.

(#8) The agreements and assurances required by this section shall be in the form of a certification
agreed to by the applicant hespital-or its authorized agent.

Section 11. Methodology for computing cardiac catheterization equivalents

Sec. 11. The following shall be used in calculating procedure equivalents and evaluating utilization of
a cardiac catheterization service and its laboratories:

Procedure Type Description Procedure equivalent
Adult Pediatric
Diagnostic cardiac Right heart catheterization, left heart catheterization, 15 2.7
catheterization/peripheral | coronary angiography, coronary artery bypass graft
session angiography, intracoronary administration of drugs,

fractional flow reserve (FFR), intra-coronary imaging
[intravascular ultrasound (IVUS), optical coherence
tomography (OCT)] when performed without a
therapeutic procedure, cardiac biopsy, intra-cardiac
echocardiography (ICE), diagnostic electrophysiology
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Procedure Type Description Procedure equivalent

Adult Pediatric

study, angiography in the peripheral arterial or
venous circulation

Therapeutic cardiac PCI, pericardiocentesis, pacemaker implantation, ICD 2.7 4.0
catheterization session implantation (endovascular or subcutaneous),
pacemaker/ICD generator change, pacemaker/ICD
lead revision, cardiac ablation (excluding AF/VT),
and/or structural heart procedure (excluding those
listed below), and IABP, Impella, ECMO, or
TandemHeart when this is the only therapeutic

procedure
Therapeutic peripheral Percutaneous transluminal angioplasty (PTA), 2.7 4.0
session atherectomy, laser, stent implantation, IVC filter

implantation or retrieval, catheter-directed
ultrasound/thrombolysis, thrombectomy

Complex therapeutic PCI for chronic total occlusion (CTO), TAVR, 4.0 7.0
session mitral/pulmonary/tricuspid valve repair or
replacement, paravalvular leak closure, ablation for
atrial fibrillation (AF) or ventricular tachycardia (VT),
pacemaker or ICD lead extraction

Prolonged therapeutic Cardiac therapeutic session >6 hours 6.0 7.0
session

Procedure equivalents from peripheral diagnostic and therapeutic procedures count toward the volume
requirement for initiation of cardiac catheterization services (Section 3) and expansion of a cardiac
catheterization service (Section 6).

827
828  Section 12. Documentation of projections
829
B3O Sec. 12. An applicant hespital-required to project volumes shall demonstrate the following as
831  applicable to the proposed project:
832
33 (1) The applicant hospital-shall specify how the volume projections were developed AND SHALL

34 INCLUDE ONLY THOSE SESSIONS PERFORMED IN A CARDIAC CATHETERIZATION

35 LABORATORY.

36 (a) Specification-of the prejectionsTHE APPLICANT shall include a description of the data source(s)
37 used AS WELL AS and assessment of the accuracy of the data USED TO MAKE THE PROJECTIONS.
38 BASED ON THIS DOCUMENTATION, Fhethe Department shall determine if the projections are

39  reasonable.

40 (b) THE DEPARTMENT SHALL SUBTRACT ANY PREVIOUS COMMITMENT, PURSUANT TO
41  SUBSECTION 4(d).
842
843 (2) An applicant hospital proposing to initiate a primary PCI service shall demonstrate and certify that

844  the hospital treated or transferred 36 ST segment elevation AMI cases during the most recent 12-month
845 period preceding the date the application was submitted to the Department. Cases may include
846 thrombolytic eligible patients documented through pharmacy records showing the number of doses of
847  thrombolytic therapy ordered and medical records of emergency transfers of AMI patients to an
848  appropriate hospital for a primary PCI procedure.
849
50 (3) An applicant hespital-proposing to initiate an elective PCI service without on-site OHS services,
51 WHETHER IN A HOSPITAL OR FSOF, shall demonstrate and certify that the hespita-PROPOSED
52 SERVICE shall treat 200 or more patients with PCI annually using data during-FROM the most recent 12-
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month period preceding the date the application was submitted to the Department as follows AND
APPLICABLE:

(@) All primary PCls performed at the applicant hospital.

(b) Allinpatients transferred from the applicant hospital to another hospital for PCI.

(c) 90% of patients who received diagnostic cardiac catheterizations at the applicant hespital
FACILITY and received an elective PCI at another hespital CARDIAC CATHETERIZATION SERVICE
within 30 days of the diagnostic catheterization (based on physician commitments).

(d) 50% of the elective PCI procedures performed by the committing physician at another hoespital
CARDIAC CATHETERIZATION SERVICE within 320-20 radids-miles er120-minutes-traveHime-from the
applicant-hospitalPROPOSED SERVICE for patients who did not receive diagnostic cardiac
catheterization at the applicant hespital FACILITY (based on physician commitments).

(e) An applicant hospital with current OHS services and therapeutic cardiac catheterization services
that is proposing to discontinue OHS services and therapeutic cardiac catheterization services and is
applying to initiate primary or elective PCI services without on-site OHS services may count all primary
and elective PCI at the applicant hospital within the most recent 12-month period preceding the date the
application was submitted to the Department.

(4) IFAPROJECTED NUMBER OF SESSIONS UNDER SUBSECTION (1) OR (3) INCLUDES
PROCEDURES PERFORMED AT ANOTHER EXISTING CARDIAC CATHETERIZATION SERVICE(S),
AN APPLICANT SHALL DEMONSTRATE, WITH DOCUMENTATION SATISFACTORY TO THE
DEPARTMENT, THAT THE UTILIZATION OF THE EXISTING CARDIAC CATHETERIZATION
SERVICE(S) IS IN COMPLIANCE WITH THE VOLUME REQUIREMENTS APPLICABLE TO THAT
FACILITY, AND WILL CONTINUE TO BE IN COMPLIANCE WITH THE VOLUME REQUIREMENTS
APPLICABLE TO THAT FACILITY SUBSEQUENT TO THE INITIATION, EXPANSION, OR
REPLACEMENT OF THE CARDIAC CATHETERIZATION SERVICES PROPOSED BY AN APPLICANT.
ONLY EXCESS PROCEDURE EQUIVALENTS EQUAL TO OR GREATER THAN WHAT IS BEING
COMMITTED PURSUANT TO THIS SUBSECTION MAY BE USED TO DOCUMENT PROJECTIONS
UNDER THIS SUBSECTION. IN DEMONSTRATING COMPLIANCE WITH THIS SUBSECTION, AN
APPLICANT SHALL PROVIDE EACH OF THE FOLLOWING:

(a) THE NAME OF EACH PHYSICIAN THAT PERFORMED CARDIAC CATHETERIZATION
SESSION TO BE TRANSFERRED TO THE APPLICANT CARDIAC CATHETERIZATION FACILITY.

(b) THE NUMBER OF CARDIAC CATHETERIZATION SESSIONS EACH PHYSICIAN IDENTIFIED
IN SUBDIVISION (a) PERFORMED DURING THE MOST RECENT 12-MONTH PERIOD FOR WHICH
VERIFIABLE DATA IS AVAILABLE.

() THE LOCATION(S) AT WHICH THE CARDIAC CATHETERIZATION SESSIONS TO BE
TRANSFERRED WERE PERFORMED, INCLUDING EVIDENCE THAT THE EXISTING LOCATION AND
THE PROPOSED LOCATION ARE WITHIN 20 MILES OF EACH OTHER.

(d) AWRITTEN COMMITMENT FROM EACH PHYSICIAN IDENTIFIED IN SUBDIVISION (a) THAT
HE OR SHE WILL PERFORM AT LEAST THE VOLUME OF CARDIAC CATHETERIZATION SESSIONS
TO BE TRANSFERRED TO THE APPLICANT CARDIAC CATHETERIZATION SERVICE FOR NO LESS
THAN 3 YEARS SUBSEQUENT TO THE INITIATION, EXPANSION, OR REPLACEMENT OF THE
CARDIAC CATHETERIZATION SERVICE PROPOSED BY AN APPLICANT.

(e) THE NUMBER OF CARDIAC CATHETERIZATION SESSIONS PERFORMED AT THE
EXISTING CARDIAC CATHETERIZATION SERVICE FROM WHICH CARDIAC CATHETERIZATION
SESSIONS WILL BE TRANSFERRED DURING THE MOST RECENT 12-MONTH PERIOD PRIOR TO
THE DATE AN APPLICATION IS SUBMITTED TO THE DEPARTMENT FOR WHICH VERIFIABLE
DATA IS AVAILABLE.

() SUBSECTION 4(d) SHALL NOT APPLY IF THE PROPOSED PROJECT INVOLVES THE
INITIATION OF A CARDIAC CATHETERIZATION SERVICE AT A NEW ESOF AT A NEW
GEOGRAPHICAL SITE UTILIZING THE HISTORICAL CARDIAC CATHETERIZATION PROCEDURE
EQUIVALENTS OF THE APPLICANT AND THE NEW SERVICE IS OWNED BY THE SAME
APPLICANT. THE APPLICANT FACILITY COMMITTING CARDIAC CATHETERIZATION SESSIONS
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05
06

08
09

911
912
913
914
915
BlG

17
918

DATA HAS COMPLETED THE DEPARTMENTAL FORM THAT CERTIFIES THE CARDIAC
CATHETERIZATION SESSIONS WERE PERFORMED AT THE COMMITTING FACILITY AND THE
CARDIAC CATHETERIZATION PROCEDURE EQUIVALENTS WILL BE TRANSFERRED TO THE
PROPOSED CARDIAC CATHETERIZATION SERVICE FOR NO LESS THAN THREE YEARS
SUBSEQUENT TO THE INITIATION OF THE CARDIAC CATHETERIZATION SERVICE PROPOSED
BY THE APPLICANT.

Section 13. Comparative reviews; Effect on prior CON Review Standards

Sec. 13. Proposed projects reviewed under these standards shall not be subject to comparative
review. These CON Review Standards supersede and replace the CON Review Standards for Cardiac
Catheterization Services approved by the CON Commission on June-11,2015September 20, 2018 and

effective on September14,2015December 26, 2018.
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920
921
922
923
924
925
926
927
928
929
930
931
932
933
934
935
936
937
938
939
940
941
942
943
944
945

947
948

950
951
952
953
954
955
956
957
958
959
960
961
962
963
964
965
966
967

968

Rural Michigan counties are as follows:

Alcona Gogebic
Alger Huron
Antrim losco
Arenac Iron
Baraga Lake
Charlevoix Luce
Cheboygan Mackinac
Clare Manistee
Crawford Montmorency
Emmet Newaygo
Gladwin Oceana

Micropolitan statistical area Michigan counties are as follows:

Allegan Hillsdale
Alpena Houghton
Benzie lonia
Branch Isabella
Chippewa Kalkaska
Delta Keweenaw
Dickinson Leelanau
Grand Traverse Lenawee
Gratiot Marquette

Metropolitan statistical area Michigan counties are as follows:

Barry Jackson
Bay Kalamazoo
Berrien Kent
Calhoun Lapeer
Cass Livingston
Clinton Macomb
Eaton Midland
Genesee Monroe
Ingham Montcalm
Source:

75 F.R., p. 37245 (June 28, 2010)

Statistical Policy Office

Office of Information and Regulatory Affairs
United States Office of Management and Budget
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Ogemaw
Ontonagon
Osceola
Oscoda
Otsego
Presque Isle
Roscommon
Sanilac
Schoolcraft
Tuscola

Mason
Mecosta
Menominee
Missaukee
St. Joseph
Shiawassee
Wexford

Muskegon
Oakland
Ottawa
Saginaw
St. Clair
Van Buren
Washtenaw
Wayne
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